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number of dosage units of all con-
trolled substances distributed and dis-
pensed by the practitioner during the
same calendar year.

(b) If, during any calendar year in
which the practitioner is registered to
dispense, the practitioner has reason to
believe that the total number of dosage
units of all controlled substances
which will be distributed by him pursu-
ant to this section and §1301.25 of this
chapter will exceed 5 percent of the
total number of dosage units of all con-
trolled substances distributed and dis-
pensed by him during that calendar
year, the practitioner shall obtain a
registration to distribute controlled
substances.

[36 FR 18733, Sept. 21, 1971. Redesignated at
38 FR 26609, Sept. 24, 1973, and amended at 50
FR 31590, Aug. 5, 1985; 62 FR 13967, Mar. 24,
1997]

§1307.12 Distribution to supplier.

(a) Any person lawfully in possession
of a controlled substance listed in any
schedule may distribute (without being
registered to distribute) that substance
to the person from whom he obtained it
or to the manufacturer of the sub-
stance, provided that a written record
is maintained which indicates the date
of the transaction, the name, form, and
quantity of the substance, the name,
address, and registration number, if
any, of the person making the distribu-
tion, and the name, address, and reg-
istration number, if known, of the sup-
plier or manufacturer. In the case of
returning a controlled substance in
Schedule I or II, an order form shall be
used in the manner prescribed in part
1305 of this chapter and be maintained
as the written record of the trans-
action. Any person not required to reg-
ister pursuant to sections 302(c) or
1007(b)(1) of the Act (21 U.S.C. 822(c) or
957(b)(1)) shall be exempt from main-
taining the records required by this
section.

(b) Distributions referred to in para-
graph (a) may be made through a
freight forwarding facility operated by
the person to whom the controlled sub-
stance is being returned provided that
prior arrangement has been made for
the return and the person making the
distribution delivers the controlled
substance directly to an agent or em-
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ployee of the person to whom the con-
trolled substance is being returned.

[656 FR 44679, July 19, 2000; 66 FR 45829, July
25, 2000]

§1307.13 Incidental manufacture of

controlled substances.

Any registered manufacturer who, in-
cidentally but necessarily, manufac-
tures a controlled substance as a result
of the manufacture of a controlled sub-
stance or basic class of controlled sub-
stance for which he is registered and
has been issued an individual manufac-
turing quota pursuant to part 1303 of
this chapter (if such substance or class
is listed in Schedule I or II) shall be ex-
empt from the requirement of registra-
tion pursuant to part 1301 of this
chapter and, if such incidentally manu-
factured substance is listed in Schedule
I or II, shall be exempt from the re-
quirement of an individual manufac-
turing quota pursuant to part 1303 of
this chapter, if such substances are dis-
posed of in accordance with §1307.21.

[36 FR 7801, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and further redesig-
nated at 62 FR 13967, Mar. 24, 1997]

DISPOSAL OF CONTROLLED SUBSTANCES

§1307.21 Procedure for disposing of
controlled substances.

(a) Any person in possession of any
controlled substance and desiring or re-
quired to dispose of such substance
may request assistance from the Spe-
cial Agent in Charge of the Adminis-
tration in the area in which the person
is located for authority and instruc-
tions to dispose of such substance. The
request should be made as follows:

(1) If the person is a registrant, he/
she shall list the controlled substance
or substances which he/she desires to
dispose of on DEA Form 41, and submit
three copies of that form to the Special
Agent in Charge in his/her area; or

(2) If the person is not a registrant,
he/she shall submit to the Special
Agent in Charge a letter stating:

(i) The name and address of the per-
son;

(ii) The name and quantity of each
controlled substance to be disposed of;

(iii) How the applicant obtained the
substance, if known; and
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